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DETAILED ACTION 

Response to Amendments 

Applicant's amendments filed 8/17/09 to claims 15, 17-20, 22, 23, 27, 31, and 32 
have been entered. Claim 21 has been canceled. No claims have been added. Claims 
1-5, 7, 15, 17-20, 22, 23, 27, 31, 32, 35-37, and 39 remain pending in the current 
application, of which claims 15, 17-20, 22, 23, 27, 31, and 32 are being considered on 
their merits. Claims 1-5, 7, 35-37, and 39 remain withdrawn from consideration at this 
time. References not included with this Office action can be found in a prior action. Any 
rejections of record not particularly addressed below are withdrawn in light of the claim 
amendments and applicant's comments. 

Election/Restrictions 

Applicant's election without traverse the species "protease" in the 2/10/09 reply is 
still in effect over the claims. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 19 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. This is a new matter rejection. 
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The amendment to claim 19 requires that the five chambers be connected to 
each other "in consecutive order of first through fifth chambers." There is no support, 
implied or explicit, in the as-filed specification for this limitation. Applicant points to 
pages 33-34 and Figure 1 2 as basis for this limitation, but the examiner finds insufficient 
disclosure to support the limitation. Figure 12 illustrates a device in which a tissue 
incubation chamber is connected first to a disruption channel; the channel itself is 
connected to a product chamber, three buffer chambers, a magnetic bead chamber, 
and a lysis buffer chamber; there is no waste chamber in the device of Figure 12. 
Pages 33-34 describe a process that does not appear to be carried out using the device 
as claimed, since tissue is contacted first with lysis buffer and then passed through a 
channel. Applicant is required to clarify the basis for the new limitation or cancel the new 
matter in response to this Office action. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 15, 17-20, 22, 23, 27, 31, and 32 remain rejected under 35 U.S.C. 112, 
second paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. In addressing the 
indefiniteness rejections, applicant is reminded that the claims are drawn to a 
device, not to any method of using the same. 

The language of a claim must make it clear what subject matter the claim 
encompasses to adequately delineate its "metes and bounds." See, e.g., In re 
Hammack, 427 F 2d. 1378, 1382, 166 USPQ 204, 208 (CCPA 1970); In re Venezia 530 
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F 2d. 956, 958, 189 USPQ 149, 151 (CCPA 1976); In re Goffe, 526 F 2d. 1393, 1397, 
188 USPQ 131, 135 (CCPA 1975); In re Watson, 517 F 2d. 465, 477, 186 USPQ 11, 20 
(CCPA 1975); and In re Knowlton, 481 F 2d. 1357, 1366, 178 USPQ 486, 492 (CCPA 
1973). The courts have also indicated that before claimed subject matter can properly 
be compared to the prior art, it is essential to know what the claims do in fact cover. 
See, e.g., In re Steele, 305 F 2d. 859, 134 USPQ 292 (CCPA 1962); In re Moore, 439 F 
2d. 1232, 169 USPQ 236 (CCPA 1969); and In re Merat, 519 F 2d. 1390, 186 USPQ 
471 (CCPA 1975). In this case, the claims are nearly so indefinite as to preclude a 
substantive search by the examiner, because they do not clearly limit the structural and 
physical properties of the components of the device. Statements of intended use (e.g., 
"for incubation of a mixture") on their own cannot limit the scope of the device. See 
M.P.E.P. § 21 1 1 .02. Compositions are defined by their physical, structural, and 
chemical properties, not by an intended use or application. 

The amendments to the claims are noted, but they fail to overcome all of the 
indefiniteness rejections of record, and some of them introduce new sources of 
confusion. The issues will be addressed in turn. 

Claim 15 requires that the device contain "an [sic] tissue dissociation chamber 
wherein tissue is dissociated by enzymes," which is confusing because it is not clear 
whether tissue and/or enzymes are necessarily elements of the claimed device. The 
amendment appears to recite a method step, which (as the examiner pointed out in the 
previous Office action and again above) does not effectively limit the structure of a 
device. The claim should particularly point out the physical properties and structural 
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elements of the claimed device and describe the manner in which they are physically 
associated with each other within the device. Applicant's arguments are noted, but they, 
like the amendment, regard an active step, not the physical properties of the 
composition. See reply, page 7, last paragraph. Clarification is required. 

Claim 15 refers to "the overall cross-sectional area of the disruption channel," but 
it is not clear whether "overall area" refers to "average area," "total area," "largest area," 
or some other measurement. The term "cross-sectional area" is also confusing, 
because a chamber has an infinite number of possible cross-sections, depending on the 
location and angle of the section. Clarification is required. Applicant alleges that one 
would understand these terms based on the specification and drawings. See reply, 
page 9, first full paragraph. These arguments have been fully considered, but they are 
not persuasive. Although the claims are interpreted in light of the specification, 
limitations from the specification are not read into the claims. See In re Van Geuns, 988 
F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993). 

Because claims 17-20, 22, 23, 27, 31, and 32 depend from indefinite claim 1 and 
do not clarify these points of confusion, they must also be rejected under 35 U.S.C. 112, 
second paragraph. 

Claims 17 and 18 require that additional chambers be present, but the claims do 
not indicate how these chambers are connected to each other or to the chamber and 
channel of claim 15. Clarification is required. Applicant alleges that the claims have 
been amended to address this issue. See reply, page 8, second full paragraph. These 
arguments have been fully considered, but they are not persuasive. The claim 
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amendments merely describe functions of the additional chambers. In no way do they 
require that these additional chambers be connected to those required by claim 15. 

Claim 17 requires that the tissue dissociation chamber be "the site of incubation 
of a mixture of [tissue, enzyme, and buffer]," which appears to be an improper attempt 
to introduce method steps into the claims. Furthermore, it is not clear whether the claim 
intends to require that the composition comprise enzymes, tissue, and/or buffer. 
Clarification is required. 

Claim 18 refers to "cells released from said tissue samples," which, again, is an 
improper attempt to limit the device using method steps. It is not clear whether the 
limitation is intended to require that the composition comprise cells. Clarification is 
required. 

Claim 19 refers refers to "a lytic solution for suspending cells that are to be 
lysed," which is confusing because it is not clear whether the composition necessarily 
contains cells. The examiner suggests the solution be described in terms of what it is, 
not what it does. Clarification is required. 

Claim 22 requires that the tissue dissociation chamber be "capable of receiving 
[a tissue and an enzyme]," but it is not clear whether tissue and/or enzyme is a 
necessary component of the device. Clarification is required. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 15, 17, 18-20, 22, 23, 27, 31, and 32 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Wilding et al. (1994, U.S. Patent 5,304,487; reference A). The 
claims are interpreted as being drawn to a device comprising up to 5 chambers and 
channels connecting the chambers to each other; one channel contains regions of 
constriction. Some claims require that that one of the channels comprise inlet and outlet 
ports. Some claims require that the device be microscale and/or automated. 

Wilding teaches a microfabricated fluid handling device for manipulation of cell 
suspensions. See abstract. In one embodiment, the device of Wilding contains a cell 
separation region (a "chamber" in the broadest reasonable sense of the word), a cell 
lysis chamber, and a polymerase chain reaction chamber. See Figure 7 and Example 2 
at column 10. The device contains numerous inlet and outlet ports. See column 10, 
lines 46-48. The lysis chamber contains protrusions that tear open the cells moving 
through the device and release their contents. See column 11, lines 3-6, and reference 
numeral 24 in Figures 6 and 7. PCR may be conducted within the device and the 
products of the process analyzed. See column 1 1 , lines 7-28. Wilding teaches that the 
chambers and channels within the device may have cross-sectional dimensions as 
small as 0.1 |um. See column 2, lines 48-58. Wilding's device is small and disposable. 
See column 2, lines 28-32. 

The limitations "wherein tissue is dissociated by enzymes" in claim 15; "the site of 
incubation of [tissue, enzyme, and buffer]" in claim 17; "for recovery of the cells released 
from said tissue samples" in claim 18; "for incubation of [tissue, enzyme, and buffer]," 
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"for comprising a lytic solution," and "for the collection and isolation of nucleic acid 
molecules and/or proteins" in claim 19; "for receiving a tissue sample from the tissue 
dissociation chamber" and "for discharging a disrupted tissue sample to a chamber 
containing a lytic solution" in claim 20; and "capable of receiving at least one tissue 
sample and at least one enzyme for tissue dissociation" in claim 22 do not particularly 
limit the structure of the claimed device and therefore cannot disqualify the Wilding 
reference as anticipatory art. The chambers of Wilding are clearly capable of receiving, 
disrupting, lysing, processing, and transporting fluids and other samples containing 
cells; blood, for example, is a fluid tissue comprising cells that reads on the instantly 
claimed "tissue sample." The PCR chamber of Wilding is clearly capable of collecting 
nucleic acid molecules. None of the claims clearly requires that lytic solution, enzymes, 
tissue, or buffer necessarily be present within the device. The limitations of claim 27 
address components that are not necessarily present within the claimed device. The 
"fully automated complete micrototal analytical system" limitation of claim 31 is 
anticipated by Wilding's teaching of conducting PCR directly within the device. 
Regarding claim 32, any object is disposable in some manner; furthermore, Wilding's 
device is explicitly described as being disposable in the conventional sense of the term. 

Applicants' arguments regarding the art rejections of record allege that the art 
does not teach a device with a region of constriction. See reply, page 9, last paragraph, 
through page 10, first paragraph; and page 11, second and third paragraphs. 
Applicants allege that the art does not suggest including lytic solution. See page 1 1 , 
first paragraph. These arguments have been fully considered, but they are not 
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persuasive. The arguments regarding a region of constriction are fully addressed by the 
Wilding reference. None of the claims clearly requires that the device comprise a lytic 
solution, so arguments as to this point are irrelevant since they regard features that are 
not claimed. 

No claims are allowed. No claims are free of the art. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lora E. Barnhart whose telephone number is (571)272- 
1928. The examiner can normally be reached on Monday-Thursday, 9:00am - 5:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Wityshyn can be reached on 571-272-0926. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Lora E Barnhart/ 

Primary Examiner, Art Unit 1651 



